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The committee will discuss supplemental new drug application (sNDA) 20–850/S–025, telmisartan 
tablets, 80 milligrams, Boehringer Ingelheim Pharmaceuticals, Inc., for the proposed indication of 
reduction in the risk of myocardial infarction, stroke, death from cardiovascular causes, or hospitalization 
for congestive heart failure in patients 55 years or older who are at high risk of developing major 
cardiovascular events.
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Clinical Need 
 
 
 
 
Principles Underlying the Analysis  
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Efficacy 
 
 
 
 
 
Safety 
 
 
 
Risk / Benefit and Conclusions 
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8:00 a.m. Call to Order 
Introduction of Committee 
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10:10 a.m. 
 
10:25 a.m. 
 
 
 
 
 
 
 
10:55 a.m. 
 
Noon 
 
1:00 p.m. 
 
2:00 p.m. 
 
3:30 p.m. 
 
3:45 p.m. 
 
 
5:00 p.m. 

 
Break 
 
Clinical and Statistical Review of 
NDA 20-850/S-025 (Micardis)  
 
 
 
 
 
 
Questions to the presenters 
 
Lunch 
 
Open Public Hearing 
 
Discussion of questions to committee 
 
Break 
 
Discussion of questions to committee 
(continued) 
 
Adjourn 
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